
DEPARTMENT OF HEALTH & HUMAN SERVICES Piblic Health Service 

Food and Drug Administration 
Washington, I% 20204 

Mr. James A. Grant 
Regulatory Compliance Officer 
Gaia Herbs 
108 Island Ford Road 
Brevard, North Carolina 28’7 12 

Dear Mr. Grant: 

This is in response to your letter of February 6,200l to the Food and Drug 
Administration (FDA) pursuant to 21 U.S.C. 343(r)(6) ( see ran 403(r)(6) of the Federal t’ 
Food, Drug, and Cosmetic Act (the Act)). Your submission states that Gaia Herbs is 
making the following claims, among others, for the following products: 

Ida-Profen 
“For Ultimate Relief of Back Pain & Inflammation” 

Migra-Profen 
“For Ultimate Relief of Headache Pain & Cramps” 

Nettle Leaf 
“For Ultimate Relief of Allergy Symptoms.” 

21 U.S.C. 343(r)(6) makes clear that a statement included in labeling under the authority 
of that section may not claim to diagnose, mitigate, treat, cure, or prevent a specific 
disease or class of diseases. The statements that you are making for these products, 
including the name of the product “Migra-Profen,” suggests that they are intended to 
treat, prevent, cure or mitigate diseases, namely inflammatory back conditions, migraines, 
and allergies. These claims do not meet the requirements of 21 U.S.C. 343(r)(6). These 
claims suggest that these products are intended for use as drugs within the meaning of 21 
U.S.C. 321(g)(l)(B), and that they are subject to regulation under the drug provisions of 
the Act. If you intend to make claims of this nature, you should contact FDA’s Center for 
Drug Evaluation and Research (CDER), Office of Compliance, HFD-3 lo,7520 Standish 
Place, Rockville, Maryland 20855. 
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Page 2 - Mr. James A. Grant 

Please contact us if we may be of further assistance. 

Sincerely, 

John B. Foret 
Director 
Division of Compliance and Enforcement 
Offrce of Nutritional Products, Labeling 

and Dietary Supplements 
Center for Food Safety 

and Applied Nutrition 
Copies: 
FDA, Center for Drug Evaluation and Research, Office of Compliance, HFD-300 
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of 
Enforcement, HFC-200 
FDA, Atlanta District Office, Office of Compliance, J-IFR-SE140 

cc: 
HFA-224 (w/incoming) 
HFA-305 (docket 973-0163) 
HFS-22 (CCO) 
HFS-800 (r/f, file) 
HFS-8 10 
HFS-8 11 (file) 
HFD-3 10 
HFD-3 14 (Aronson) 
HFS-605 
HFV-228 (Benz) 
GCF- 1 (Nickerson) 
f/t:HFS-8 1 l:rjm:2/16/01 :docname:74477.adv:disc54 



GAIA HERI& 

hdanufacturers of Fresh Botanical Extracts 

Division of Compliance and Enforcement/ONPLDS 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 3 
HFS-810 

,:i”g 

200 C Street, SW q 
LA 

,-$ 

Washington, DC 20204 February 6,200l 

Dear Sir: 

This letter is to provide notification, within the prescribed 30 days of marketing, 
of a new product line that contains structure function claims. The line is composed of 34 
Liquid Phyto-Caps that are herbal dietary supplements. I have attached a list of these 
products to include a group of trial size versions of these products. I have also attached a 
copy of each label that contains the structure function claim as pointed out in the “ label 
example”. 

Please call at 828-883-5938 if you need addition information or if you have any 
questions. 

Sincerely, 

lQ~-?~, Q -jq .A ill 
{(-7 
‘i -4 ames A. Grant 

Regulatory Compliance Officer 

108 Island Ford Road l Brevard, NC 28712 
(828) 884-4242 tel l (828) 883-5999 fax l (BOO) 831-7780 orders 



organic and ecologically wildcrafted herbs, in 
a convenient cansde. 
ECOLOGICALLY WILDCRAFI’ED 

For 

Deep Liver Support* 
100% VfGflARtAN 

60 LIOUID-FILLED CAPIULEI 

For Ultimntr Rrlief of 
Back Pain & Inflammation* 

100% VEGEIARIAN 
60 lI@JID-WED CAPSULEI 

/SuDplement Facts 

Ultimate Support far 
Relaxation * 

khrsplement Facts 

lSuoplement Facts 

100% VfGfIARlAN 
60 LIQUIO-FILLED CAPIULEI 

Fur Ukmnte Support of 
Healthy Liver Function * 

100% VEGElARlAN 
60 li@JlD-FILE0 CAPIULfI 

Supplement Facts 

ALCOHOL FREE CONCENTRATED EXTRACTS OF: 
Milk Thistle seed (Silyhum marianuml A 
Turmenc rhizome (Curcuma longa) 0 

100 mgt 

Schizandn berm (Sch,iandra chinensis) + 
100 mgt 

MSM ~Methylsulfanylmethane) 
100 mgt 
100 mgt 

Ch. Skullcap root (Scutelfarfa baicakmsis) + 56 mgt 
Licorice root (Glycynhiza glahral l 20 mgt 
ST*NO*RoNa TO FULL SPECTRUM ACTIVW PROFKE 
B&activity Per 7. Capsules rag Actiuitq 
80%Silymarins (from MilkThistle) 
95% Curcumin(fromTurmeric) 

80mgt 
g5mgt 



‘[SUGGESTED USE: 

I 
Take 1 capsule with a small amount of 
warm water 2 times daily between me&. 

Ultinintf Support for 
Healthy Upper Respiratory Function + 

100% VEGETARIAN 

60 IIQIJID-FILLED CAPWEI 

ISoopiement Facis 

ALCOHOL FREE CONCENTRA,EO EXX,,,CTS 06: 
Maca tuber ILepitium meyenbl 0 120 mgt 
Homv Goat Weed {fplinedium grandilorum) @ 54 m& 

‘Saw bnano. 
Suoercrirical CO7 Extract &wma repens) 
Trihulus bark (Tr~ufus tenestris) . 

13 54 mg~ 

Yohimbe bark (Corynanffie yobimbe) 0 
45 mgt 

Samaporilla rmf (Smilaxoti V. ornara) 0 
30 mgt 
24 mgt 

For Ultimate Enhnncement uf 
Male Stamina & Performance* 

100% VEGEIdAldN 

60 LIQUID-fILLED CAPSULES 
.d.. 

ISuaplement Facts 

Fur Ultimate Relief of 
Headache Pain & Cramps . 

100% VEGEIARIAN 

60 LIQUID-FILLED CdPSULEI 

. 

CONCENTRATED ElTRdCT OF: I 

Ultimate Support for 
Healthy Liver Function * 

fOO?‘o VEGETARIAN 
60 LIOUID-FILLED L4PSlJLEJ 

p r 



’ L!QUlll PHOTO-CAPS” - Goia Herbs’ ~aient 
penaing iechnology aemrs a Concentrate0 
full spectmn alcohol-free liqq;d exvac~ in a 
100% vegeiatian caosu,e. Mow you can irave 
the supenor bioavadabiiity and fast absorptmn 
nf a lbauid debvecy system. iram camiied 
organic and ecologically wddcnfted heibs, in 
a convenient caosuie. 
CERTlFlED ORGANIC 

Supplement Facts 

Symptoms * 
100% VEGETARIAN 

60 lIQUID-WED CAPWEI 
- .I, 

Other inmediena: Vegetable glycenn, lecithin. vegetable 
gelatin icapdel. 

-. 
Support for 

Healthy Immune Function * 

.= Ecoiog,cam, WiidcMed 

100% VEGRARlAN 
60 LIQUID-FILLED CdPSUlEI 

Peri-‘Meriopause 
_ and Menopausal Years* 

100% VEGEldRlAN 
60 llQUlO-FlllEO CdPSULEI 

x.: : .’ ‘- 


